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(1) 

U.S. PUBLIC HEALTH PREPAREDNESS FOR 
SEASONAL INFLUENZA: HAS THE RESPONSE 
IMPROVED? 

THURSDAY, NOVEMBER 19, 2015 

HOUSE OF REPRESENTATIVES, 
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS, 

COMMITTEE ON ENERGY AND COMMERCE, 
Washington, DC. 

The subcommittee met, pursuant to call, at 9:59 a.m., in room 
2322 Rayburn House Office Building, Hon. Tim Murphy (chairman 
of the subcommittee) presiding. 

Members present: Representatives Murphy, Griffith, Bucshon, 
Flores, Brooks, Mullin, Hudson, Collins, Cramer, DeGette, Castor, 
Kennedy, Green, and Pallone (ex officio). 

Staff present: Rebecca Card, Assistant Press Secretary; Brittany 
Havens, Legislative Associate, Oversight; Charles Ingebretson, 
Chief Counsel, Oversight and Investigations; Graham Pittman, 
Legislative Clerk; Chris Santini, Policy Coordinator, Oversight and 
Investigations; Alan Slobodin, Deputy Chief Counsel, Oversight 
and Investigations; Waverly Gordon, Democratic Professional Staff 
Member; Tiffany Guarascio, Democratic Deputy Staff Director and 
Chief Health Advisor; Christopher Knauer, Democratic Oversight 
Staff Director; Una Lee, Democratic Chief Oversight Counsel; and 
Elizabeth Letter, Democratic Professional Staff Member. 

OPENING STATEMENT OF HON. TIM MURPHY, A REPRESENTA-
TIVE IN CONGRESS FROM THE COMMONWEALTH OF PENN-
SYLVANIA 

Mr. MURPHY. Good morning. We have the subcommittee hearing 
from Oversight and Investigations. Earlier this year, in February, 
this subcommittee held a hearing on last year’s flu vaccine mis-
match. This mismatch to the predominant flu virus resulted in 
more deaths and hospitalizations because of the vaccine’s lower 
than usual effectiveness. 

Today, we are returning to that issue to discuss what our public 
health agencies have learned in the intervening months. I want to 
thank my friend, the Ranking Member Diana DeGette of Colorado, 
for her assistance and continued passion on this important topic. 
We work closely on this issue sending bipartisan letters and receiv-
ing briefings, not only on this year’s flu vaccine, but also on our 
broader response to seasonal and pandemic flues. 

Influenza is a leading cause of death in the United States, espe-
cially in a severe flu season. Each year, millions of Americans re-
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ceive flu shots to help protect against the illness. Getting a flu shot 
is important. Even in a bad flu season, the vaccine can reduce the 
symptoms and duration of the flu, and I encourage everyone who 
has not already received a flu shot this season to get one, even if 
the vaccine is not perfect. 

Last year, the United States experienced a severe flu vaccine 
mismatch and public health officials designed the vaccine based on 
information available in February. But the virus mutated before 
the flu season began resulting in an effectiveness rate of only 19 
percent of the vaccine and even lower for senior citizens. 

We have learned, however, that even in a good year, the effec-
tiveness of the vaccine is lower than it should be. In 4 of the last 
10 years, the flu vaccine effectiveness rate fell below 40 percent 
and it is clear that the seasonal flu can cause severe public health 
impacts on the same scale as a pandemic flu. 

The time for an updated approach to dealing with the flu has 
long passed. The committee’s oversight work has made a difference. 
The Department is now treating the seasonal flu as a high priority. 
Tools and plans typically reserved for pandemic flu situations are 
being considered in the fight against the seasonal flu. 

An HHS Influenza Working Group has compiled 13 issues and 
recommendations to improve the influenza vaccine development 
and manufacturing process. They are working to improve surveil-
lance, utilize technology to speed vaccine production, and make 
more effective vaccines. But there is still much work to be done. 

The issues surrounding the flu vaccine are not new. We are still 
largely manufacturing flu vaccines and detecting flu virus changes 
with technology developed during the 1940s. At the same time, 
more and more influenza viruses are emerging each year. Increases 
in travel and trade make it easier than ever for these viruses to 
spread. Our current system is not as responsive and effective as it 
should be. 

The system is badly in need of modernization and must better 
capture advances in technology over the past decades. We need bet-
ter testing to quickly learn of mutations and seasonable influenza 
viruses. We must increase our capacity to create cell based and re-
combinant vaccine doses instead of heavily relying on the more 
problematic egg-based vaccine doses. 

The estimated production time for cell-based and recombinant 
vaccines is significantly quicker than egg-based vaccines, allowing 
for greater flexibility in the vaccine selection and manufacturing 
process. 

NIH, the Biomedical Advanced Research and Development Au-
thority, known as BARDA, and other agencies undertaking re-
search in influenza and the flu vaccine must determine what pre-
cisely is limiting vaccine effectiveness, particularly with respect to 
the dangerous H3N2 seasonal flu strains. We must also better un-
derstand how to use adjuvants to boost the effectiveness of the vac-
cine, particularly among high-risk populations such as the elderly 
and the young. 

We need a better contingency plan for vaccine mismatch uses 
whether due to antigenic drift or egg adaptation issues. The public 
health organizations must increase surveillance particularly in the 
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Southern Hemisphere so we can know as early as possible when a 
seasonal flu vaccine will not be as effective as we hope. 

The CDC must have a more robust and effective communications 
strategy when dealing with the flu. In particular, healthcare pro-
fessionals must be better educated about the use of antivirals in-
stead of antibiotics when treating the flu. The CDC must also come 
up with a better plan to increase vaccination rates. 

And finally, HHS must prioritize updating its pandemic plans 
some of which have not been updated for over a decade. These up-
dates which are now not expected until sometime next year are 
long overdue. 

I am encouraged by the work that has been done in the wake of 
last year’s flu season, but we must also ask ourselves where we are 
falling short and what we need to do to modernize our response to 
influenza. Our Nation deserves a 21st century response to this 
problem. 

I thank our witnesses from CDC, FDA, BARDA, and NIH, and 
look forward to hearing their testimony today. 

[The prepared statement of Mr. Murphy follows:] 

PREPARED STATEMENT OF HON. TIM MURPHY 

Good morning. Earlier this year, in February, this subcommittee held a hearing 
on last year’s flu vaccine mismatch. This mismatch to the predominant flu virus re-
sulted in more deaths and hospitalizations because of the vaccine’s lower than usual 
effectiveness. Today, we are returning to that issue to discuss what our public 
health agencies have learned in the intervening months. I want to thank the rank-
ing member for her assistance in this important topic. We have worked closely on 
this issue, sending bipartisan letters and receiving briefings, not only on this year’s 
flu vaccine, but also on our broader response to seasonal and pandemic flus. 

Influenza is a leading cause of death in the United States, especially in a severe 
flu season. Each year, millions of Americans receive flu shots to help protect against 
the illness. Getting a flu shot is important—even in a bad flu season, the vaccine 
can reduce the symptoms and duration of the flu. I encourage everyone who has not 
already received a flu shot this season to get one, even if the vaccine is not perfect. 

Last year, the United States experienced a severe flu vaccine mismatch. Public 
health officials designed the vaccine based on information available in February, but 
the virus mutated before the flu season began, resulting in an effectiveness rate of 
only 19 percent for the vaccine, and even lower for senior citizens. We have learned, 
however, that even in a good year, the effectiveness of the vaccine is lower than it 
should be. In four of the last 10 years, the flu vaccine effectiveness rates fell below 
40 percent. It is clear that the seasonal flu can cause severe public health impacts 
on the same scale as a pandemic flu. The time for an updated approach to dealing 
with the flu has long passed. 

The committee’s oversight work has made a difference. The Department is now 
treating the seasonal flu as a higher priority. Tools and plans typically reserved for 
pandemic flu situations are being considered in the fight against the seasonal flu. 
An HHS influenza working group has compiled 13 issues and recommendations to 
improve the influenza vaccine development and manufacturing process. They are 
working to improve surveillance, utilize technology to speed vaccine production, and 
make more effective vaccines. 

But there is still much work to be done. The issues surrounding the flu vaccine 
are not new—we are still largely manufacturing flu vaccines and detecting flu virus 
changes with technology developed during the 1940s. At the same time, more and 
more new influenza viruses are emerging each year. Increases in travel and trade 
make it easier than ever for these viruses to spread. Our current system is not as 
responsive and effective as it should be. 

The system is badly in need of modernization, and must better capture advances 
in technology over the past decades. We need better testing to quickly learn of 
mutations in seasonal influenza viruses. We must increase our capacity to create 
cell-based and recombinant vaccine doses, instead of heavily relying on the more 
problematic egg-based vaccine doses. The estimated production time for cell-based 
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and recombinant vaccines is significantly quicker than egg-based vaccines, allowing 
for greater flexibility in the vaccine selection and manufacturing process. 

NIH, the Biomedical Advanced Research and Development Authority (BARDA), 
and other agencies undertaking research into influenza and the flu vaccine must de-
termine what precisely is limiting vaccine effectiveness, particularly with respect to 
the dangerous H3N2 seasonal flu strains. We must also better understand how to 
use adjuvants to boost the effectiveness of the vaccine, particularly among high-risk 
populations such as the elderly and the young. 

We need a better contingency plan for vaccine mismatch issues, whether due to 
antigenic drift or egg adaptation issues. The public health organizations must in-
crease surveillance, particularly in the Southern Hemisphere, so we can know as 
early as possible when a seasonal flu vaccine will not be as effective as we hope. 

The CDC must have a more robust and effective communications strategy when 
dealing with the flu. In particular, health care professionals must be better educated 
about the use of antivirals instead of antibiotics when treating the flu. The CDC 
must also come up with a better plan to increase vaccination rates. 

Finally, HHS must prioritize updating its pandemic plans, some of which have not 
been updated for over a decade. These updates—which are now not expected until 
sometime next year—are long overdue. 

I am encouraged by the work that has been done in the wake of last year’s flu 
season. But we must also ask ourselves where we are falling short and what we 
need to do to modernize our response to influenza. Our nation deserves a 21st cen-
tury response to this problem. 

Mr. MURPHY. And I now recognize ranking member of the sub-
committee Ms. DeGette of Colorado for 5 minutes. 

OPENING STATEMENT OF HON. DIANA DEGETTE, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF COLO-
RADO 

Ms. DEGETTE. Thank you so much, Mr. Chairman. I really think 
it is so important the bipartisan work that we are doing on these 
flu issues. Oftentimes, people ask me what keeps me up at night 
and I always say having been in Congress when we had the H1N1 
flu some years ago, the concept of a flu pandemic and what it could 
do for our country and our constituents and the world at large, it 
is what is keeping me up at night. And that is why I think it is 
important that we have a hearing every year. I am really happy 
we are having it this year before the flu season has started. I think 
it is really critical so that we can examine what—first of all, what 
is happening with the seasonal flu as best as we can predict, and 
secondly, what we are doing to prepare ourselves for better re-
sponse to the seasonal flu and also more devastating potentials. 

I see we have some medical professionals in the room here and 
I am always happy to see. It looks like you are students. My 
daughter is a medical student, and so she is also very interested 
in these issues. 

Last year, I think, was a really harsh reminder that infectious 
disease is always around us and try as we might, we are not al-
ways 100 percent successful in treating the annual flu. Last year’s 
flu vaccine was only moderately effective. Fortunately, it was not 
a severe strain, but nonetheless, it resulted in increased hos-
pitalizations, particularly for vulnerable populations like senior 
citizens and young children. 

During the course of the last season, in fact, CDC announced 
that the flu vaccine had only a 23 percent effectiveness rate which 
is significantly lower than we have observed in recent years. That 
was largely because the virus mutated in the 8 months between 
the vaccine strain selection and the onset of the flu season. And 
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that resulted in a mismatch between the strain of the virus used 
in the vaccine production and the one that we were actually circu-
lating. 

Still, we need to protect ourselves and last year even 23 percent 
was better than nothing. But Dr. Frieden reminded us last year 
that even a vaccine with a low effectiveness rate still protects mil-
lions of people from getting sick and we hope and I hear that some 
of the early indications are that it is a better match this year, but 
it is still kind of a crap shoot every year as to what is going to hap-
pen. And so that is why I am always happy to have these witnesses 
here today, some of whom who have been to this committee before, 
some are new, to hear about ways that we can strengthen our re-
sponse for the future. 

I want to ask the CDC about this flu season, but I also want to 
hear how we are going to respond in the event of a severe flu sea-
son and what we are doing to continue to prepare for the inevi-
tability of some kind of a pandemic flu. 

I was pleased to see that the administration put together a 
memorandum for the Secretary of Health and Human Services, 
based in part on lessons from last year’s flu season. It offers sev-
eral key areas where improvements could be made including better 
technology to quickly identify and isolate flu strains and efforts to 
improve vaccine manufacturing. And the plan also provides rough 
estimates of when certain activities can be achieved and which 
agencies are responsible for each goal. 

But Mr. Chairman, as you pointed out, we are still relying on 
egg-based vaccines even though we have better—we have cellular 
techniques that are better. And frankly, this is the eighth hearing 
that we have had in the last 10 years. And I remember 10 years 
ago asking about the development of a new and more nimble vac-
cine potential and here we are again talking about this same thing. 

And so I am really looking forward to hearing from the witnesses 
about the goals that they share and the memorandum that was 
issued and also where we are towards moving towards better tech-
nologies on vaccine production and what we are doing to improve 
all of the rest of our systems for more serious identification and 
prevention. The importance of a strong public health infrastructure 
that allows us to prepare and respond simply cannot be overstated. 
And we are in a good position, but I think our position could be 
improved. We need coordinated response capabilities, effective com-
munication strategies, and critical investments so we can strength-
en our response to all types of flu threats. 

And so let me conclude by thanking the witnesses and agencies 
here today. All of you I know are very committed to this effort and 
we look forward to partnering with you in this on-going fight. And 
I yield back. Thank you, Mr. Chairman. 

Mr. MURPHY. Thank you. I don’t think we have any on our side, 
and, given that we are going to be voting soon, we will submit 
those for the record. 

And Ranking Member Mr. Pallone wants to make a statement. 
You are recognized now for 5 minutes. 
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OPENING STATEMENT OF HON. FRANK PALLONE, JR., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY 

Mr. PALLONE. Thank you, I will try to shorten it, Mr. Chairman, 
in light of what you just said. I just want—obviously, it is impor-
tant for many vulnerable Americans, seasonal flu can be dan-
gerous. Older Americans, pregnant women, and young children are 
all at heightened risk for flu complications, hospitalization, and 
death. And last year, we experienced a severe flu season across the 
country. Hospitalizations were up. Seasonal flu remains a signifi-
cant public health burden that requires considerable attention from 
our public health officials. 

In addition, the lag time between the selection of the strains for 
the flu vaccine and the completion of the vaccine manufacturing 
process raises inherent difficulties. We can all get vaccinated. 

Under the Affordable Care Act, flu and other immunizations are 
required to be covered by your health insurance without any copay-
ments or coinsurance. I went and got my shot this morning in the 
infirmary. It was free and it is as easy as going to the pharmacy 
around the corner, so there are really no good reasons not to do it. 
An annual flu vaccination continues to be the best method for pre-
venting flu. 

Even in a year where the flu vaccine is less effective, flu shots 
still protect against and decrease the severity of flu-related ill-
nesses. Unfortunately, many Americans still haven’t gotten their 
flu shots. Even though we have made great progress, vaccination 
lags behind in adults, particularly in 18-to-64-year-olds. And the 
mismatch vaccine during the 2014–15 flu season highlights the 
need to improve our vaccine manufacturing process as well as our 
capacity to conduct surveillance and virus characterization in co-
operation with our global partners. 

So I just want to thank all of the witnesses for coming today. 
[The prepared statement of Mr. Pallone follows:] 

PREPARED STATEMENT OF HON. FRANK PALLONE, JR. 

Mr. Chairman, thank you for holding this hearing today. I think this is an impor-
tant hearing on a topic of bipartisan concern. 

While it is easy to get complacent about seasonal flu, it is important to remember 
that for many vulnerable Americans, seasonal flu can be dangerous and even dead-
ly. Older Americans, pregnant women, and young children are all at heightened risk 
for flu complications, hospitalization, and death. Between 1976 and 2007, yearly es-
timates of flu-related deaths in the United States ranged from a low of about 3,000 
to a high of 50,000. 

Last year, we experienced a severe flu season. Across the country, hospitalizations 
were up. For people aged 65 and older, CDC recorded the highest hospitalization 
rates since they began collecting that data in 2005. 

Seasonal flu remains a significant public health burden that requires considerable 
attention from our public health agencies. The tendency of flu viruses to change con-
stantly results in challenges to our public health capabilities. We do not yet have 
the ability to predict in advance how severe a flu season will be, when it will peak, 
and what flu strains will dominate. There are also many things that we still don’t 
know about why the flu vaccine is more effective in certain individuals, and how 
the health status of the individual may affect the body’s immune response. 

In addition, the lag time between the selection of the strains for the flu vaccine 
and the completion of the vaccine manufacturing process raises inherent difficulties. 
We saw this become a problem in the 2014–2015 flu season. The H3N2 virus strain 
that circulated during the flu season had become significantly different from the 
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H3N2 virus that had been used to develop the vaccine, resulting in the reduced ef-
fectiveness of the vaccine. 

But here’s what we do know, and what we can all do. We can all get vaccinated. 
Under the Affordable Care Act, flu and other immunizations are required to be cov-
ered by your health insurance without any copayments or coinsurance. I am going 
to get my flu shot today. It’s free, and it’s as easy as going to the pharmacy around 
the corner, so there are really no good reasons not to do it. 

Annual flu vaccination continues to be the best method for preventing flu and its 
potentially severe complications in both children and adults. Getting the flu vaccine 
reduces flu-associated illness and adverse health outcomes. For instance, in the 
2013–2014 flu season, vaccination prevented an estimated 7.2 million influenza-as-
sociated illnesses, 3.1 million medically attended illnesses, and 90,000 hospitaliza-
tions. 

Even in a year where the flu vaccine is less effective, flu shots still protect against 
and decrease the severity of flu-related illnesses. Moreover, flu shots don’t only pro-
tect the vaccinated. Vaccinating yourself not only increases the odds that you won’t 
get sick this season, but also protects everyone you come in contact with, such as 
your older parents, or your sister’s new baby. 

Unfortunately, many Americans still haven’t gotten their flu shots. Although we 
have made great progress in getting children vaccinated, particularly young chil-
dren, vaccination rates lag behind in adults, particularly in 18-to-64-year-olds. I look 
forward to hearing from CDC about what strategies have been effective in improv-
ing vaccination rates in the past, and how we can continue to improve vaccination 
rates going forward. 

Additionally, the mismatched vaccine during the 2014–2015 flu season highlights 
the need to improve our vaccine manufacturing process, as well as our capacity to 
conduct surveillance and virus characterization in cooperation with our global part-
ners. I look forward to hearing from BARDA, CDC, NIH, and FDA about new tech-
nologies and initiatives to better detect emergent viruses, enhance vaccine effective-
ness, and speed vaccine production. 

I want to thank all the witnesses for coming today. I look forward to hearing from 
each of you about what your agencies are doing to improve flu surveillance, vaccine 
manufacturing processes, and vaccination rates. 

Mr. PALLONE. If I could submit my full statement to the record, 
Mr. Chairman, I would ask unanimous consent to do that. 

Mr. MURPHY. Without objection, we will do that. And if any other 
Members have an opening statement, I will ask unanimous consent 
the Members have those submitted without objection and will be 
entered into the record. 

I would now like to introduce the witnesses on the panel for to-
day’s hearing. Dr. Anne Schuchat is the Principal Deputy Director 
for the Centers for Disease Control and Prevention. Dr. Robin Rob-
inson is the Director of the Biomedical Advanced Research and De-
velopment Authority, otherwise known as BARDA, within the Of-
fice of the Assistant Secretary for Preparedness and Response. Dr. 
Carole Heilman is the Director of the Division of Microbiology and 
Infectious Diseases within the National Institute of Allergy and In-
fectious Disease, the National Institutes of Health. And Dr. Karen 
Midthun is the Director of the Center for Biologics Evaluation and 
Research at the U.S. Food and Drug Administration. We probably 
have about a century of education at that table. Thank you. 

I will now swear in the witnesses. You are aware that the com-
mittee is holding an investigative hearing and when doing so has 
the practice of taking testimony under oath. Do any of you have 
any objections to testifying under oath? 

[No response.] 
Seeing none, the Chair then advises you that under the rules of 

the House and the rules of the committee, you are entitled to be 
advised by counsel. Do you desire to be advised by counsel during 
your testimony today? 
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And everybody says no. So in that case, please rise and raise 
your right hand. I will swear you in. 

Do you swear the testimony you are about to give is the truth, 
the whole truth, and nothing but the truth? 

All the witnesses have answered in the affirmative. You are now 
under oath and subject to the penalties set forth in Title 18 Section 
1001 of the United States Code. We will recognize you each for a 
5-minute summary of your statement. Please try and keep it on 
time because we are tight for votes. 

Doctor, you are first. 

STATEMENTS OF ANNE SCHUCHAT, M.D., PRINCIPAL DEPUTY 
DIRECTOR, CENTERS FOR DISEASE CONTROL AND PREVEN-
TION, DEPARTMENT OF HEALTH AND HUMAN SERVICES; 
ROBIN A. ROBINSON, PH.D., DEPUTY ASSISTANT SECRETARY 
FOR PREPAREDNESS AND RESPONSE AND DIRECTOR, BIO-
MEDICAL ADVANCED RESEARCH AND DEVELOPMENT AU-
THORITY, DEPARTMENT OF HEALTH AND HUMAN SERVICES; 
CAROLE A. HEILMAN, PH.D., DIRECTOR, DIVISION OF MICRO-
BIOLOGY AND INFECTIOUS DISEASES, NATIONAL INSTITUTE 
OF ALLERGY AND INFECTIOUS DISEASES, NATIONAL INSTI-
TUTES OF HEALTH; AND KAREN MIDTHUN, M.D., DIRECTOR, 
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH, 
FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF 
HEALTH AND HUMAN SERVICES 

STATEMENT OF ANNE SCHUCHAT 

Dr. SCHUCHAT. Good morning, Mr. Chairman, and members of 
the committee. I am Dr. Anne Schuchat, Deputy Director of the 
Centers for Disease Control and Prevention. 

I shared with the committee last February in the midst of the 
2014–15 season that influenza is a formidable adversary. The pro-
pensity of influenza viruses to change presents unique challenges. 
New flu vaccines are made each year and updated as needed based 
on our best determinations of which viruses are likely to be most 
common during the next season. The vaccine development process 
is complex and time consuming with the vast majority of flu vac-
cines still dependent on egg-based production technology. 

And while we tackle seasonal influenza, we must conduct con-
stant global surveillance and prepare for the emergence of dramati-
cally changed or shifted influenza viruses that could trigger the 
next pandemic. 

The 2014–15 season was especially severe. The H3N2 influenza 
viruses that dominated posed substantial challenges. Even during 
seasons when vaccine and circulating viruses are well matched, we 
tend to see more severe disease when H3N2 viruses are predomi-
nant. H3N2 viruses have been becoming more difficult to grow in 
eggs. And last season’s H3N2 viruses were difficult to characterize, 
using the routine lab tests that still work well for other influenza 
viruses. 

The unique properties of H3N2 viruses also present challenges 
for vaccine production. Last year, we saw how devastating seasonal 
influenza can be. The severe season typical of H3N2 years was ex-
acerbated by circulation of strains that had drifted away from the 
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H3N2 strain used for vaccine development. We saw disappointing 
vaccine effectiveness against these viruses. We saw the highest 
hospitalization rates in people 65 and older that we have seen since 
this type of tracking began nearly a decade ago. Despite this, the 
vaccine actually worked well against influenza B viruses that also 
circulated last season. 

I will briefly mention where we are now as we head into the 
2015–16 flu season, then describe the steps we have been taking 
to improve our efforts in light of the problems we faced last winter. 

Currently, influenza circulation is low and flu season hasn’t yet 
begun. We can’t predict exactly when flu activity will start accel-
erating or which viruses will circulate most commonly in the weeks 
and months ahead. Thus far, we have seen more H3N2 viruses 
than H1N1 or B viruses. 

Current global lab data continues to indicate that most circu-
lating flu viruses remain similar to the reference vaccine viruses 
used for development of the 2015–16 U.S. vaccines. While we can’t 
predict how effective this season’s flu vaccines will be, the composi-
tion of the 2015–16 U.S. vaccine was updated from the ’14-’15 one 
to better match circulating viruses. And global data available right 
now, suggests that a vaccination with Northern Hemisphere flu 
vaccine should offer protection against the majority of viruses. 

I could speak at length about the significant improvements we 
have made to our influenza program over the last decade. Instead, 
I will describe what CDC learned from the past season and what 
we have done to improve our ability to rapidly detect, respond, and 
prevent flu. 

First, we continue to work toward better detection of influenza 
viruses and overcome challenges in characterizing H3N2 viruses to 
detect important changes to them. We are implementing new test-
ing paradigms where we perform sequencing first on all specimens 
received for characterization. This gives actionable data much 
quicker than before. We are working with domestic and inter-
national public health partners to transfer this technology to them, 
reducing processing time by weeks. We are developing better as-
says to characterize seasonal viruses and enhance our ability to 
identify emerging viruses. This season we are implementing right 
sizing virus surveillance initiative with 64 public health labs. 

We have put out the call to all our international partners to in-
crease frequency and numbers of specimens shipped to Collabo-
rating Centers and we are trying to maintain the gains we have 
made in the last 10 years in our global surveillance. We are work-
ing to provide better characterized vaccine viruses to WHO and 
manufacturers for vaccine production We are increasing the num-
ber of viruses with the potential drift capability that are fully char-
acterized as cell and egg propagated viruses to expand the pool of 
viruses available for vaccine composition decisions. And we are im-
proving upon the vaccine virus selection process, exploring a stag-
gered approach whereby decisions about difficult vaccine compo-
nents are made closer to the season and talking to the WHO Flu 
Network and manufacturers about moving the decision time line as 
a whole closer to the season. 

Although I have spoken about things we would like to do better, 
I want to remind you the vast progress we have made in detecting, 

VerDate Mar 15 2010 09:55 Sep 15, 2016 Jkt 037690 PO 00000 Frm 00013 Fmt 6633 Sfmt 6633 F:\114THCONGRESS\114X102FLUPREPMORESCANS091416\114X102FLUPREPPENDIN



10 

preventing, and responding to influenza threats over the past dec-
ade. Flu is a formidable opponent, but CDC is working 24/7 to pro-
tect Americans from this and other threats at home and abroad. 
And I am happy to answer questions. 

[The prepared statement of Dr. Schuchat follows:] 
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Mr. MURPHY. Thank you. Dr. Robinson, you are recognized for 5 
minutes. 

STATEMENT OF ROBIN A. ROBINSON 

Dr. ROBINSON. Good morning, Chairman Murphy, Ranking Mem-
ber DeGette, oh sorry. Good morning. And I would recognize the 
chairman, Ranking Member DeGette, and the distinguished mem-
bers of the subcommittee. Thank you for the opportunity to speak 
with you again today. 

I am Dr. Robin Robinson, the Director of the Biomedical Ad-
vanced Research and Development Authority or BARDA, and the 
Deputy Assistant Secretary to the Assistant Secretary for Pre-
paredness and Response or ASPR, as well as a former developer of 
influenza vaccines in industry. 

ASPR is charged with coordinating Federal public health and 
medical preparedness and response to public health emergencies, 
providing integrating public policy and strategic direction over the 
national response framework, and through BARDA oversees ad-
vanced research and development and procurement of novel and in-
novative medical counter measures such as vaccines, therapeutics, 
diagnostics, and medical devices for the entire Nation to address 
medical consequences of manmade and naturally occurring threats 
like the 2009 H1N1 pandemic, the 2013 H7N9 influenza outbreak, 
and the recent bola epidemic. 

We have funded and successfully managed the advanced develop-
ment of more than 80 medical countermeasures for pandemic influ-
enza and 18 receiving FDA approval and licensure since 2007 and 
6 in the last 3 years. Additionally, we developed and procured vac-
cines and antivirals used in the 2009 H1N1 pandemic and stock-
piled vaccines that were prepared against H5N1 and H7N9 viruses. 

Through partnerships with NIH, CDC, FDA, industry, and aca-
demia, we have met and overcome many, but not all, of the chal-
lenges inherent to making vaccines for seasonal and pandemic in-
fluenza. These achievements include first modernization of influ-
enza vaccines through the development and licensure of new cell- 
and recombinant-based influenza vaccines and antigen-sparing 
adjuvanted vaccines; second, shortening pandemic influenza vac-
cine manufacturing time lines through advancements such as syn-
thetic biology and new vaccine potency assays; third, establishment 
and maintenance of pre-pandemic influenza vaccine stockpiles for 
H5N1 and H7N9 viruses; fourth, multi-fold expansion of domestic 
pandemic influenza vaccine production to meet U.S. pandemic vac-
cine needs; and lastly, providing emergency response capabilities to 
develop, manufacture, and test new pandemic influenza vaccines 
through our national medical countermeasure response infrastruc-
ture. 

Despite these significant accomplishments, our influenza vaccine 
preparedness work is not over. Incremental progress towards more 
effective influenza vaccines has been noted in recent years, but 
much more is needed. Going forward, there is reason for hope, that 
more effective influenza vaccines may be within our grasp. The dis-
covery of new influenza viral targets, novel adjuvants, and 
heterotypic prime/boost vaccine strategies may afford more durable 
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and broader immunity and spark renewed interest and efforts to 
develop more effective influenza vaccines with universal potential. 

With the National Institute of Allergy and Infectious Disease, we 
are supporting the development of several new influenza vaccine 
candidates that may be more effective against a wider range of in-
fluenza viruses and that may serve both seasonal and pandemic in-
fluenza needs. Additionally, the National Institute of Allergy and 
Infectious Disease and we are supporting new methods to help fore-
cast the select seasonal and pandemic influenza vaccine strains 
based on evolutionary biology technologies. 

With our HHS partners, we are bringing a number of our ad-
vancements in pandemic influenza vaccines to address virus anti-
genic drift and seasonal influenza vaccine mismatch issues. These 
actions include better virus surveillance and characterization, new 
seasonal virus risk assessment tools, faster preparations of better 
candidate vaccine viruses, faster potency assays and reagent lot 
variation and more effective influenza vaccines. 

Beyond the successes that we have achieve domestically, im-
proved global coordination is critical. We have engaged our global 
partners and industry several times this year on our improvement 
efforts for seasonal influenza vaccines. Recently, we evaluated sev-
eral of these actions in a tabletop exercise with HHS agencies, 
WHO, representatives from other countries, and vaccine manufac-
turers. The exercise showed that several of these mitigation meas-
ures may improve the way that we prepare candidate vaccine 
strains and make seasonal influenza vaccines. 

In addition, the exercise provided improved framework on how 
the U.S. and global partners may manage viral antigenic drift and 
vaccine mismatches better. 

In conclusion, influenza viruses that may cause seasonal 
epidemics and potential pandemics continue to evolve and change, 
infect animals and man and pose significant threats to global and 
domestic public health. Last year’s limited seasonal influenza vac-
cine effectiveness and this year’s arrival of H5 avian influenza vi-
ruses in U.S. poultry underscore our urgent and compelling need 
to complete the mission. 

To be better prepared, our Nation must continue to invest in do-
mestic seasonal and pandemic preparedness and work with key 
global partners. Thank you for your generosity and I look forward 
to your questions. 

[The prepared statement of Dr. Robinson follows:] 
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Mr. MURPHY. Thank you. Dr. Heilman, you are recognized for 5 
minutes. 

STATEMENT OF CAROLE A. HEILMAN 
Dr. HEILMAN. Mr. Chairman, Ranking Member DeGette, and 

members of the subcommittee, thank you for the invitation to dis-
cuss the National Institutes of Health’s (NIH) response to the pub-
lic health threat posed by influenza. The National Institute of Al-
lergy and Infectious Diseases (NIAID) is the lead NIH institute for 
research on immunologic, allergic, and infectious diseases, includ-
ing influenza. 

The NIAID mission balances research addressing current med-
ical challenges with the capacity to respond rapidly to new threats 
from emerging and re-emerging infectious diseases, including sea-
sonal and pandemic influenza. Given the morbidity and mortality 
of influenza in the United States every year, and the disease’s eco-
nomic burden, there remains a concerted U.S. interagency and 
international effort to study the global emergence and spread of 
novel influenza viruses to ensure that we are prepared not only for 
the coming flu season, but also for strains with pandemic potential. 

As part of this response, NIAID’s long-standing influenza re-
search program spans basic translational and clinical research and 
includes efforts to develop a universal influenza vaccine that could 
provide durable protection against a variety of seasonal and pan-
demic influenza viruses. 

Important to NIAID’s effort are on-going collaborations with aca-
demia, biotechnology, and pharmaceutical industries and other 
Federal partners, particularly, CDC, FDA, ASPR, and BARDA. 

NIAID’s basic research on influenza focuses on understanding 
how influenza virus strains, including those with potential pan-
demic potential, evolve and causes illness in animals and humans. 
Many of the ways NIAID contributes fundamental knowledge about 
influenza is through our Centers of Excellence for Influenza Re-
search and Surveillance Program which studies the global emer-
gency and spread of novel influenza viruses and provides critical 
information to the World Health Organization. 

NIAID also is using bioinformatic approaches to learn more 
about how influenza changes over time and how it can be prepared 
to rapidly respond to these changes. For example, NIAID is sup-
porting the development of antigenic cartography, a computational 
method to understand evolutionary changes to influenza. This 
method is now being applied to data from WHO Collaborating Cen-
ters to help provide information relevant to the strain composition 
of the annual seasonal influenza vaccine. 

In addition, an NIAID supported computational method, known 
as antibody landscaping, has enabled scientists to visualize how 
the human immune system responds to a lifetime of influenza in-
fections. This technique is also being employed to design anti-
genically advanced vaccines that may allow us to vaccinate against 
influenza strains that have not get emerged. 

To help diagnose and promptly treat influenza, NIAID supports 
the development of diagnostic tools that examine the molecular 
makeup of influenza viruses to quickly distinguish between sea-
sonal strains and those with pandemic potential. NIAID is also 
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supporting development of clinical assays to determine influenza’s 
sensitivity to neuraminidase inhibitors, drugs that can lessen the 
severity and duration of influenza and potentially prevent influ-
enza in close contacts of patient. 

NIAID is also responding to the emergency of antiviral resistance 
influenza strains by exploring new and better treatment options in-
cluding broad spectrum antiviral drugs, RNA polymerase inhibitors 
and peptide inhibitors. 

As we all know, annual influenza vaccination is the primary 
method to prevent seasonal influenza. Because influenza viruses 
evolve as they spread from person to person, the strains used in 
the influenza vaccine must be reevaluated every year. While recent 
analysis suggests that strains in the current seasonal influenza 
vaccine match the current circulating influenza strains, the mis-
match experienced during 2014 and ’15 flu season underscores the 
importance of NIAID’s sustained support for influenza research 
and in particular, work towards a more broadly cross-protective or 
universal influenza vaccine that could generate long-lasting protec-
tion against influenza strains over multiple seasons and enhance 
pandemic preparedness. 

NIAID research on universal vaccine is focused on several con-
cepts, but the common principle behind each of these concepts is 
to identify those parts of the influenza viruses that are similar 
across multiple influenza strains and then maximize the immune 
system’s potential to respond to them. 

In addition to the efforts of NIAID scientists, the Institute in col-
laboration with BARDA is supporting a development of several po-
tential promising universal influenza candidates by industry and 
academic partners. Although we cannot predict when a universal 
influenza vaccine will be publicly available, NIAID’s lead effort has 
generated encouraging progress towards this goal. It is important 
to note that we develop universal influenza vaccines, promising 
candidates will need to be evaluated over several influenza seasons 
to determine the extent and durability of their protection. 

NIAID is also helping to address scientific challenges in influ-
enza virus reduction and NIAID is supporting efforts to create a 
flexible vaccine manufacturing process for seasonal pandemic influ-
enza vaccine development including modern molecular biological 
techniques to help increase production efficiency and shorten man-
ufacturing time.NIAID will continue to focus on advancing new 
tools to prevent and combat seasonal pandemic influenza in col-
laboration with academic, the biotechnology institutes, and phar-
maceutical industries and other Federal partners. 

Thank you for the opportunity to provide this overview of 
NIAID’s influenza research program. I would be pleased to answer 
any subcommittee questions. 

[The prepared statement of Dr. Heilman follows:] 
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Mr. MURPHY. Thank you. Dr. Midthun, you are recognized for 5 
minutes, and please try and keep it to 5 minutes. We are running 
over. Thank you. 

STATEMENT OF KAREN MIDTHUN 

Dr. MIDTHUN. Mr. Chairman, Ranking Member DeGette, and 
members of the subcommittee, I am Dr. Karen Midthun, Director 
of the Center for Biologics Evaluation and Research, the center 
within FDA responsible for regulating vaccines. Thank you for this 
opportunity to be here today to discuss FDA’s role in the highly col-
laborative effort in preventing influenza through vaccination in the 
United States. 

Each year, influenza causes illness in a large proportion of the 
U.S. population and may result in serious complications including 
hospitalization and death. Influenza viruses continually undergo 
changes in their genetic makeup and resulting proteins that inter-
act with the immune system. Therefore, the composition of influ-
enza vaccines must be periodically updated to be effective against 
circulating viruses anticipated to predominate in the upcoming sea-
son. The strains of virus and the vaccine include two distinct 
subtypes of influenza A and one or two influenza B strains depend-
ing upon whether the vaccine is trivalent or quadrivalent. 

To identify vaccine strains likely to cause illness during the up-
coming season, the WHO convenes experts to study recently circu-
lating influenza viruses from around the world and recent global 
disease patterns. Based on this assessment, the WHO makes rec-
ommendations on the composition of influenza vaccines usually in 
late February for the upcoming season in the Northern Hemisphere 
and in September for the upcoming season in the Southern Hemi-
sphere. The recommendations must be made months in advance be-
cause of the time required for manufacturing, testing, lot release, 
and distribution of a very large number of vaccine doses. 

Each year following the WHO recommendations, FDA convenes 
its Vaccines and Related Biological Products Advisory Committee 
typically in late February or early March. The committee considers 
the WHO recommendations and reviews information regarding vi-
ruses that caused illness in the previous year, how these viruses 
are changing and disease trends. Based on the data available at 
the time of the meeting, the committee makes a recommendation 
for the composition of influenza vaccines licensed by FDA for use 
in the U.S. during the upcoming season. 

Once the strains are selected, candidate influenza viruses that 
are adapted for high growth are generated and accepted by the 
World Health Organization Collaborating Centers and are provided 
to manufacturers to generate the seed viruses for manufacturing 
vaccines. FDA then confirms the antigenic suitability of the manu-
facturers’ seed viruses. The manufacturing demands are tremen-
dous and the time lines are tight. No other vaccine is produced. 
FDA approved and distributed every year across the U.S. within a 
6 month time frame. More than 170 million doses will be manufac-
tured. 

Given the yearly need for new vaccine, there is limited flexibility 
in the time lines for vaccine manufacturing and availability. 
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In parallel with vaccine manufacturing, FDA develops and cali-
brates reagents that are provided to the manufacturers and our 
regulatory counterparts throughout the world. These reagents are 
used both by FDA and the manufacturers to test the vaccines for 
potency and identity before FDA approves the new U.S. formula-
tion for distribution. Manufacturers submit their vaccine testing re-
sults, along with samples from each lot, to FDA for lot release. As 
FDA releases lots, the manufacturers can make these lots commer-
cially available throughout the U.S. 

Every year, FDA begins working with manufacturers at the ear-
liest stage of the influenza vaccine development process and we 
continue to assist throughout the production phase. We engage 
companies and technical and manufacturing issues and conduct fa-
cility inspections as warranted to ensure compliance with good 
manufacturing practice. 

As part of the efforts to improve public health emergency pre-
paredness for seasonal and pandemic influenza, HHS staff with ex-
pertise in influenza convene monthly at the Pandemic and Sea-
sonal Influenza Risk Management Meeting. This group deliberates 
policy and programmatic issues regarding influenza medical coun-
termeasures. 

HHS has taken a series of steps to increase the probability that 
a late season change to trivalent or quadrivalent vaccine could be 
made or that a supplemental monovalent vaccine could be produced 
if warranted. Several actions by HHS for immediate implementa-
tion were proposed and tested and will be further refined based on 
a tabletop exercise that was conducted on November 10 with HHS 
agencies, vaccine manufacturers, and other global partners. 

In spite of the difficulties inherent in preparing influenza vac-
cines, we have made progress in our preparedness efforts in col-
laboration with BARDA, CDC, NIH, and other stakeholders and we 
thank Congress for support of these efforts. New influenza vaccines 
have been licensed including cell-based vaccines, recombinant pro-
tein vaccines, and quadrivalent vaccines. To enhance pandemic pre-
paredness, FDA licensed an adjuvant of H5N1 avian influenza vac-
cine and has worked with U.S. Government partners and manufac-
turers to facilitate the development of candidate vaccines directed 
at H7N9 avian influenza A. 

Surveillance efforts are more extensive than ever before and offer 
the potential for early detection of emerging influenza viruses. The 
number of candidate vaccine virus strains available to manufactur-
ers has increased greatly over the last few years, providing them 
with more options to increase vaccine yields. We continue efforts 
with our Government partners to develop high yield candidate vac-
cine strains, as well as more modern, faster methods to measure 
vaccine potency and sterility. 

To further address the challenges presented by the constantly 
changing nature of influenza viruses, scientists affiliate with Gov-
ernment, academia, and vaccine manufacturers are working to de-
velop a new generation of vaccines that might provide longer-last-
ing and broader protection including against drifted strains. Al-
though these development efforts are still in early stages, some 
may have the potential increase and broaden protection against in-
fluenza. We will work with U.S. Government partners, manufactur-
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ers, and other stakeholders to continue to facilitate the develop-
ment of new vaccines and identify methods that have the potential 
to speed manufacturing process. 

I thank you and look forward to any questions you have. 
[The prepared statement of Dr. Midthun follows:] 
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Mr. MURPHY. Thank you. Since we are going to vote soon, we will 
get to as many as we can and then take a break and come back. 

Let me start off and recognize myself for 5 minutes. Dr. 
Schuchat, have the influenza strains grown increasingly complex 
and are they being distributed more broadly across the globe now? 

Dr. SCHUCHAT. CDC has expanded our surveillance so that we do 
have testing of viruses from more and more places, but we actually 
need to do even more. The H3N2 virus that was predominant last 
year really showed us that these strains have evolved away from 
the tools that we have been using. We have had to modernize our 
tools and move to a sequence first approach which helps us over-
come the old HI test that wasn’t really helping us understand the 
distribution of strains. So there have been important changes in 
the evolution of H3N2 that have made it difficult with the old tools 
to track what is going on. 

Mr. MURPHY. And there has been a large increase in human in-
fections with the influenza A virus over the past 20 years. And is 
it true that there are many new types of highly infectious influenza 
strains the world is racing to keep up with, a wider range of types? 

Dr. SCHUCHAT. We have increased the sophistication of testing so 
we are picking up unusual types, the types that jump from animals 
to people. We have seen more of those. It is difficult to say whether 
this is happening more or we are finding it more. We really have 
increased the global capacity of countries all around the world to 
recognize influenza, test for it, and provide specimens that can be 
further characterized. 

Mr. MURPHY. But as you are talking about those global aspects, 
is part of this also that there is the issue of increased international 
travel and trade that is also spreading faster and influencing some 
of this? 

Dr. SCHUCHAT. There are so many factors that have made infec-
tious threats greater and greater today. The closeness with which 
animals and people interact these days, some of the manufacturing 
or agricultural practices around the world, of course, travel and 
trade means that people are in contact with each other in different 
ways. So not just for influenza, but for many threats, we really see 
infections anywhere. Could be here at home soon. 

Mr. MURPHY. So what you are talking about then is you are pick-
ing up more. There is increased threat and unpredictability, but 
has the flu modeling really changed to more accurately reflect the 
best information of flu viruses, specifically is it being changed to 
more accurately prepare for an influenza vaccine? 

Dr. SCHUCHAT. The application of modeling approaches to the ge-
netic data has advanced substantially. We have an enormous 
amount of genetic sequence data now that is being used in more 
sophisticated ways. So we think this is a very important tool for 
the future to actually use modeling really to predict what would be 
better reassortants that could make better vaccines. 

Mr. MURPHY. And in another area, Doctor, are serum banks use-
ful for testing candidate viruses for the flu vaccine? And if so, could 
more use of serum banks help provide better sampling for testing 
candidate viruses? 

Dr. SCHUCHAT. I am probably not the best person to answer that 
question. 
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Mr. MURPHY. Who would be? 
Dr. SCHUCHAT. But I could begin. 
Mr. MURPHY. OK. 
Dr. SCHUCHAT. Basically, the ways we are testing candidate vac-

cine viruses or that we are testing circulating viruses include old 
tools and new tools. We have been using this HI hemagglutinin in-
hibition test which was developed in the ’40s and is really not 
working anymore for many of these difficult strains. We are switch-
ing to neutralization assays and to synthetic receptor models that 
we would like to invest in. 

Serum banks isn’t sort of the cornerstone of how we would be 
going about this, but there may be others who want to try and an-
swer. 

Mr. MURPHY. Does anybody else have any thoughts on that? If 
not, I will go to my next question. OK. 

So are there any studies currently underway examining the 
immunological profile throughout our country to determine if there 
is any regional differences on what influence of viruses are pre-
dominant and what traces of immunity are in local populations? 

Dr. SCHUCHAT. You know, that is a very interesting question. 
Mr. MURPHY. That is why I asked it. 
Dr. SCHUCHAT. OK. You know, we have expanded our Vaccine 

Effectiveness Network in the U.S. to have more communities in-
cluded in larger numbers. One thing that we found last year with 
the difficult strain that we had in the drift was the vaccine effec-
tiveness was poor generally, but in one area which happens to have 
been Pennsylvania, the vaccine worked quite well and we think 
that the strains that were circulating in Pennsylvania were of a 
different clade or subtype. They were the old strain, not the drifted 
one. So in fact, the vaccine worked better than most places in 
Pennsylvania. 

We think it is really important for us to have lots of viruses and 
to test them with the best tools so that we really can understand 
what is circulating and that we need very good vaccine effective-
ness platforms, both in the United States and in the Southern 
Hemisphere to really understand how the vaccines are performing 
in actual use, not just predicted to perform through the lab assays 
before we start using them. 

Mr. MURPHY. Thank you. My time has expired. I now recognize 
Ms. DeGette for 5 minutes. 

Ms. DEGETTE. Thank you, Mr. Chairman. I am always encour-
aged to hear researchers and experts come in and talk about the 
new development methods that we are beginning to achieve for flu 
vaccine, but Dr. Midthun, we are still primarily using egg-based 
technology to produce the flu vaccine right now in this country, cor-
rect? 

Dr. MIDTHUN. It is correct that most of the influenza vaccine is 
produced with egg-based technology. 

Ms. DEGETTE. And one of the problems with egg-based tech-
nology is that obviously it takes time if the virus should mutate or 
need to be changed. Is that correct? 

Dr. MIDTHUN. It does take time, but it also takes time if you 
make the product using cell-based or recombinant technologies. 
There may be some time savings, but nonetheless you need to be 
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able to have the virus that will grow well in the cell base as well 
as well as the—— 

Ms. DEGETTE. But the other problem, as we have seen in past 
hearings, is that if you have some kind of pandemic, then the addi-
tional problem to the time it takes to grow the virus in the eggs 
is the egg availability. We saw that with the avian flu and other 
things. Is that correct? 

Ms. DEGETTE. You know, I might ask Dr. Robinson to add here, 
but actually a lot has been invested in both—— 

Ms. DEGETTE. But all I am asking is it takes a lot longer if you 
have to rapidly grow vaccine in eggs to get the eggs, yes or no? 

Dr. MIDTHUN. It depends. In general, it is possible to get a virus 
that will grow more quickly in a cell-based system than an egg- 
based system. 

Ms. DEGETTE. Look. I have 5 minutes. Yes or no. If you have to 
increase egg production it takes a long time. Is that right? OK, 
never mind. You are not going to answer my question. 

Let me ask you, Dr. Robinson, because you testified that we have 
developed a lot of these new technologies, but they are not being 
used on a routine basis for the seasonal vaccine. Isn’t that correct? 

Dr. ROBINSON. So both recombinant and cell-based vaccines are 
licensed for seasonal purposes. 

Ms. DEGETTE. That is correct, but they are not being used wide-
ly. Isn’t that correct? 

Dr. ROBINSON. That is correct. 
Ms. DEGETTE. OK, why is that? 
Dr. ROBINSON. They are competing when the incumbent vaccine 

industry where you have egg based and they are new to the enter-
prise and they are fighting it out in the markets. 

Ms. DEGETTE. Part of the problem is it is a market-based tech-
nology? 

Dr. ROBINSON. Correct. 
Ms. DEGETTE. And so it costs more money, right? 
Dr. ROBINSON. So far, that is correct. 
Ms. DEGETTE. How do you see the markets moving particularly 

with development of pandemic types of vaccines? Would we be able 
to be nimble enough to use those new technologies if we had some 
kind of pandemic flu and how long would it take us to ramp up? 

Dr. ROBINSON. So to answer your question, yes, they are part of 
what we do for pandemics. They have been part of what we have 
developed and they are part of our capacity to make the U.S. inde-
pendent of other countries providing those vaccines. 

Ms. DEGETTE. How long would it take? Because right now, we 
don’t have a stockpile of pandemic flu vaccine. 

Dr. ROBINSON. We have stockpiles for H5N1 and H7N9. The new 
pandemic—— 

Ms. DEGETTE. Some of those are 10 years old, right? 
Dr. ROBINSON. And we are actually testing those exactly right 

now in fact to see whether or not they are still good. 
Ms. DEGETTE. Can you supplement your testimony to let us 

know if they are still good? 
Dr. ROBINSON. I would be happy to. 
Ms. DEGETTE. Once you finish that. That would be good. But so 

let us say we had a new strain of avian flu or some other kind of 
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pandemic flu. How long would it take us to develop those vaccines 
then? 

Dr. ROBINSON. Having been around for the H1N1, we took about 
23 to 25 weeks for us to start to actually have vaccine available in 
October of 2009. H7N9, 2013, we actually broke that record by sev-
eral weeks, in fact, and we now have more tools that we can actu-
ally do it a little bit faster if we start for a new pandemic virus. 

Ms. DEGETTE. So you think you could go down to like 20 weeks? 
Dr. ROBINSON. Our goal, our aspirational goal is to actually have 

the vaccine in 4 months. 
Ms. DEGETTE. OK, so the problem is, of course, which we all un-

derstand is if you see a pandemic flu, 4 months is going to be a 
long time to try and develop a new vaccine. Are there ways that 
you think with our support we could get that even shorter? 

Dr. ROBINSON. Certainly if we can keep all of these manufactur-
ers going for seasonal influenza vaccine markets, then we have a 
greater chance to have those available and make larger predomi-
nance of those vaccines available, both seasonal and pandemic. 

Ms. DEGETTE. I am out of time and I know we are trying to get 
a lot of questions in, but I am going to have a lot more answers 
that I would love it if you guys could respond in writing. Thank 
you. 

Mr. MURPHY. Thank you. We will have time for Mr. Collins for 
5 minutes. 

Mr. COLLINS. Thank you, Mr. Chairman. Maybe to follow up a 
little bit on Ms. DeGette’s questions, Dr. Robinson, on the pan-
demic flu, the H5N1 that has been stockpiled for 10 years, what 
is your—since it has never jumped to humans, H5N1, right? 

Dr. ROBINSON. There has been a number of individuals that have 
been infected with H5N1. It is highly lethal. 

Mr. COLLINS. Right, but didn’t jump. 
Dr. ROBINSON. It is not easily transmitted. 
Mr. COLLINS. Correct. 
Dr. ROBINSON. From man to man. 
Mr. COLLINS. Correct. So on what basis did you characterize or 

decide how to produce the H5N1 vaccine since it has never really 
jumped from animals to humans? 

Dr. ROBINSON. So we have been working over about 10 years put-
ting together the H5N1 vaccine development plans with our col-
leagues at FDA, NIH, and also at CDC and with industry partners. 
And we actually were able to successfully make the first one that 
was licensed in 2007, more recently with adjuvants were licensed 
2013. And we were able to actually show that we can actually 
produce at very high levels, and we can do it quickly. We actually 
had experience in 2013 for another avian influenza virus, H7N9, in 
which we were able to use egg, cell, and even recombinant tech-
nologies to make those vaccines sooner using all the new methods 
that we have. 

Mr. COLLINS. So let us say that something happens and it does 
become a pandemic. Is your organization looking at any post-symp-
tomatic treatments for a person—it is so deadly, especially in this 
case, healthy individuals, for any kind of post-symptomatic treat-
ments? 
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Dr. ROBINSON. So we have invested very heavily in new antiviral 
drug candidates and some of those have actually been approved by 
the FDA. Preamivir was in 2014. We are looking at non- 
neuraminidase inhibitor type of molecules and also 
immunotherapeutics, antibodies that be used to treat—— 

Mr. COLLINS. Monoclonal or polyclonal? 
Dr. ROBINSON. In our case, monoclonals. There a number of good 

candidates out there and we have started supporting those. 
Mr. COLLINS. Why not a polyclonal? 
Dr. ROBINSON. So if there are good candidates, we certainly 

wouldn’t be looking at those presently. The monoclonals look like 
they have several advantages. 

Mr. COLLINS. I am not sure what the advantages are since they 
target a specific—on anything that mutates as rapidly as this 
virus—— 

Dr. ROBINSON. So they actually are targeted to regions of the 
virus that do not mutate. They are highly conserved. 

Mr. COLLINS. So is your opinion the stockpile we have adequate 
if something were to happen? 

Dr. ROBINSON. So for the antiviral drug stockpile that we have, 
the Strategic National Stockpile is responsible for. It is designed 
and is equipped to handle what we would have for severe influence 
of pandemic. 

Mr. COLLINS. So a question on the adjuvant. You have done that 
only to make it a more potent, if you will, vaccine that would—— 

Dr. ROBINSON. So for originally why we actually used adjuvants 
is because it was going to take so much vaccine and so many eggs 
at the time when we started the work that we couldn’t have 
enough. 

Mr. COLLINS. Makes it more potent. 
Dr. ROBINSON. Makes it more potent. But it actually also allows 

now, we understand, for the vaccine to actually protect against dif-
ferent strains of influenza. 

Mr. COLLINS. I know our time is running out, but make a ques-
tion for Dr. Schuchat, the elderly sometimes are more at risk just 
because of their health. Is that a population where we might decide 
to have two versions of even the seasonal vaccine, one adjuvanted, 
one not, and have those over whatever 65 or in poor health, have 
the adjuvanted vaccine? 

Dr. SCHUCHAT. You know, right now there are more than one for-
mulation for the elderly, so a high dose vax formulation has been 
licensed for the elderly and adjuvanted formulations are under re-
view. So I think we really do focus on the elderly who suffer the 
most from influenza in most seasons with hospitalizations and 
deaths and in a pandemic typically, not the 2009 one, but typically 
would also suffer extensively. And we do think better vaccines are 
important for that population. There has been a lot of progress and 
there is more progress we look forward to in the future. 

Mr. COLLINS. But currently, there is not an adjuvanted version 
of the seasonal? 

Dr. SCHUCHAT. That is right, not yet. But there is one that is 
under review. 

Mr. COLLINS. Yes. 
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Dr. MIDTHUN. Yes, we have a license application for an 
adjuvanted vaccine for individuals for seasonal vaccine, 65 years of 
age and older which was discussed in advisory committee 2 months 
ago and is currently under review. It shows, it compared the im-
mune response to the adjuvanted versus the unadjuvanted and it 
did not actually show that the adjuvanted vaccine indicated a supe-
rior immune response, but nonetheless, we are considering this for 
licensure. 

Mr. COLLINS. Thank you very much. My time has expired. I yield 
back. 

Mr. MURPHY. Thank you. We have about 3 1⁄2 minutes left in the 
vote. So we are going to break. We will back in about 40, 45 min-
utes, my guess. We will get right back to questions. We should get 
in all the questions in from all the Members before the second se-
ries of votes after that. So we will be back. Thank you. We are in 
recess. 

[Recess.] 
Mr. MURPHY. All right, we will reopen the hearing here, and now 

I will recognize the gentleman from Texas, Mr. Green, for 5 min-
utes. 

Mr. GREEN. Thank you, Mr. Chairman. And I thank our wit-
nesses for understanding our vote schedule on the floor and hope 
you had some rest between the questions earlier. 

I represent a very urban district in Houston. It is actually medi-
cally underserved and so 20 years ago we started doing vaccina-
tions for children in our elementary schools in August just before 
school started so we would raise our vaccination rate. And we have 
been doing that since then and it has been really successful. We 
partner with our local school districts, our county health depart-
ment, Texas Children’s Hospital, and so in a sense we have raised 
in our ZIP Codes, the percentage of children who are immunized. 
And I always talk about immunizations are the cheapest medical 
dollar we can ever spend because it is most effective. 

Last weekend, we actually did a flu vaccine effort. Texas Chil-
dren’s Hospital did children’s vaccines. Walgreens, our pharmacy, 
one of our chain pharmacies in our community, did adults and the 
seniors. We didn’t get a good turnout because this was our first as 
compared to having 20 years of experience, people expect us in Au-
gust to do the children’s vaccines. But my concern was last year be-
cause of the effectiveness of the vaccine and we want more people 
to get the vaccine, but when you hear that it is 20 percent or so, 
give or take, efficiency, what can we do to help make sure that you 
have the tools to make that efficiency much better? 

I know flu mutates. It is really a challenge. But we would hope 
we could do better than 20 percent. And I know that has been 
other questions and I would be glad to see what Congress can do 
to help the agencies be able to do a better job. 

Doctor, if you want to start? 
Dr. SCHUCHAT. Sure, I can start and I can pass it along. The peo-

ple represented here, our institutions have been working really 
closely together to improve influenza vaccine both a seasonal flu 
vaccine pandemic and then future vaccines that might be even bet-
ter. But from the CDC perspective, the more viruses from more 
places that we have characterized really well gives us information 
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that can lead to better candidate vaccine viruses that we can then 
turn over to FDA to make sure they are OK and to industry to 
produce. So sustaining that investment in strong surveillance 
around the world including newer approaches here at home with 
more samples coming in of the minority strains that we have and 
then sequence first so we get the information right that is action-
able. 

I did just want to say that that issue of will people even want 
to get vaccinated after the year that we had last year? We have 
been investing in communication research to really understand 
what is going on in people’s minds, what are their attitudes so that 
we can sustain better and better immunization coverage going for-
ward. 

Mr. GREEN. OK, anybody else have—— 
Dr. ROBINSON. Yes, sir. We have had the mantra for a number 

of years of more and better vaccines sooner. We built capacity in 
the United States to have more. We are working on getting it made 
sooner. We are making it with new technologies and not just for 
cell- and recombinant but also even for egg-based to make those ac-
tually be made faster. That better part, actually more effective and 
efficacious vaccines is the one that NIH, Dr. Heilman and we are 
working on to actually address the problem of it being not 23 per-
cent, but 75, 80 percent every year, year in and year out. That is 
our goal. We may never be able to attain it, but it is what we want 
to do and that is why the universal flu vaccine initiative that we 
work on and to be able to have funding to go forward with that, 
not just for one year, but multiple years, because that may take a 
long time to get there. But it will be the ultimate answer to this. 

Dr. HEILMAN. I just want to thank you for your support of NIH 
and your recognition that research is really a foundation point for 
which to move forward on. And I think as Robin and Anne and 
Karen can attest to, you know, the ability for us all to get together 
to work on a common goal, we each have a contribution to this. So 
even though the things that we do are kind of a little bit more 
downstream, upstream, you know, it really does impact the oppor-
tunities for not just next season, but for seasons afterwards. We 
constantly want to evolve and improve whatever we are doing, so 
appreciation for the recognition that research has. 

Mr. GREEN. I am almost out of time. Previously, in our com-
mittee both the Oversight and Investigations and our Health Sub-
committee over the years, we were actually concerned about 
enough flu vaccines. I know a few years ago, there was a shortage 
early on. But again, it is hard. If we are going to continue vaccinate 
folks and say oh, I don’t want one because it is not effective and 
I will get a sore arm anyway or something like that, we don’t want 
to give people a reason because again for the elderly and for the 
disabled, the flu vaccine is so important because their immune sys-
tems are already challenged and we need to make sure it is as ef-
fective as we can. 

Mr. Chairman, I thank you. And thank you for calling the hear-
ing today. 

Mr. MURPHY. Thank you. Now I will recognize Mr. Mullin of 
Oklahoma for 5 minutes. 
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Mr. MULLIN. Thank you, Mr. Chairman. Thank you for holding 
this. I have to admit I am one of those people that I am not sure 
if I have ever received a flu vaccine and however, there are a lot 
of people that are very consistent on getting one and I understand 
the importance of it. But I am concerned with the stockpiles that 
we have had. 

Dr. Robinson, you have said in your opening testimony and the 
effort to stockpile the vaccines against a flu outbreak, but at the 
same time we also know that the flu changes constantly. And so 
for stockpiling it, how are we testing it? How are we knowing that 
what we are going to send out is actually going to be effective be-
cause we have already had one case, actually several cases that the 
vaccine that we sent out wasn’t actually the one that we needed 
to target. 

Is there something we can help you with? Is there a way that 
you are testing? Can you help me understand that a little bit? 

Dr. ROBINSON. Thank you for the question. It is very appropriate 
because I want to explain that the vaccine that we stockpile is 
what we call pre-pandemic vaccines for viruses that potentially 
could cause a pandemic, like the avian influenza H5N1, the H7N9 
viruses. For example, the H5N1 viruses appeared in 1998. We 
thought we got rid of them and they reappeared in 2003 and we 
still see cases and they spread from Southeast Asia across Asia 
into the Middle East and Europe. 

We are always watching those viruses and we actually do a peri-
odic risk assessment with our colleagues across the board here with 
CDC, FDA, NIH, and others in the Department and with experts 
across the world in which we look at that risk assessment to say 
is this virus still something to worry about? And so the stockpiles 
that we have, we actually made—every day that we have those 
stockpiles, they break a record. Usually we think that the flu vac-
cines you can only keep them around for about 12 months, maybe 
18 months. Some of these are 8 and 9 years old. The potency of 
those vaccines is still very high. 

Mr. MULLIN. How often do you test? Do you do a random test? 
Dr. ROBINSON. No, we actually test every 3 months. 
Mr. MULLIN. All? 
Dr. ROBINSON. All the lots that we have and—— 
Mr. MULLIN. Every 3 months? 
Dr. ROBINSON. Every 3 months. And now we are actually testing 

those in the clinic to actually answer the question to say a vaccine 
that has been around for 8 years versus one that is newly made, 
when we put those into people do they get the same immune re-
sponse and just as important, do they well tolerate the vaccine. 

Mr. MULLIN. So while we are looking at stockpiling for potential 
outbreaks, does that hurt us actually being able to manufacture 
enough of the current flu outbreak? Because we seem like we have 
shortages constantly. 

Dr. ROBINSON. The time in which the manufacturers make these 
vaccines is when they are not making seasonal influenza vaccines. 
So it does not impact the ability for them to make their capacity 
for seasonal flu. 

Mr. MULLIN. Dr. Schuchat, did I say that right? OK, and I apolo-
gize. We have been hearing from doctors back in Oklahoma that 
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they are having a hard time getting the vaccine, especially for chil-
dren right now. And so we contacted the Oklahoma Health Depart-
ment and they said there was a shortage, that they were having 
a hard time getting a hold of it. Are you familiar with this? 

Dr. SCHUCHAT. You know, the flu vaccine distribution so far this 
year is quite good with 133 million influenza vaccine doses shipped 
around the country so far. But we do know that a couple of the 
companies have had some limited or delayed production of one or 
two of the pediatric formulations. It is still a lot of vaccine that is 
out there, but there may be some particular practices that don’t 
have all the pediatric vaccine they want. 

We also learned that there are some States that the way that 
they handle the vaccine for children vaccine that CDC buys and it 
is shipped to central distributors and managed by the States, that 
there are probably more efficient ways for them to allocate the vac-
cines to the pediatricians and their communities. So CDC and the 
Association of Immunization Managers are working with the State 
health departments to really try to make sure we are streamlining 
those distributions so that the docs are getting the product when 
they need them. 

Mr. MULLIN. How often do you look at the product to say do we 
need to change it or not? And the reason why I say this is because 
my Larra, my 7-year-old daughter who was 6 at the time, last year 
she got two different strains of the flu. 

Dr. SCHUCHAT. I am so sorry. 
Mr. MULLIN. She got the shot. The first one she got and she still 

got it. The second one they said there wasn’t a vaccine for it yet. 
Dr. SCHUCHAT. OK, well one thing I can say is that we do vac-

cine effectiveness studies every year to see how well the vaccine is 
performing. You know the vaccines are often changed each year 
and people get vaccinated every year. And we have a network that 
is studying how well the vaccines actually protect people. We have 
expanded that network and we have increased how intensively they 
are working so we can get information sooner. 

Last year, we were able to present interim results in January, 
the earliest ever, to know how the products were working. 

Mr. MULLIN. Dr. Schuchat, thank you so much. And Dr. Robin-
son, appreciate your insight on that. I yield back. 

Mr. MURPHY. Can I ask a follow-up question to what Mr. Mullin 
has asked? In terms of stockpiles, Dr. Robinson, what are the size 
of these stockpiles? Are they thousands, tens of thousands, mil-
lions? 

Dr. ROBINSON. For H5N1s, we have tens of millions of doses and 
for H7N9, we have millions of doses. 

Mr. MURPHY. It is just the two areas you have? 
Dr. ROBINSON. Those are the two viruses. For H5N1, we have 

four different strains of H5N1 viruses represented in that stockpile 
and for H7N9 we have one strain. 

Mr. MURPHY. And you were saying they are effective for 8 years 
so far? 

Dr. ROBINSON. So far for the H5N1 vaccines, the potency is still 
very high for those stockpiles. 

Mr. MURPHY. And you are holding on to those that if it erupts 
again, you are ready to go? 
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Dr. ROBINSON. So far, we don’t have to throw them away. We can 
still use them and we can use with adjuvants to provide greater 
cross protection against even new H5N1 virus. 

Mr. MURPHY. OK. Thank you. Mrs. Brooks, you are recognized 
for 5 minutes. 

Mrs. BROOKS. Thank you, Mr. Chairman. And thank you for 
holding and highlighting this important issue. The hearing though 
is a reminder that public health threats like influenza are also 
threats and can be threats to our national security. The same 
issues we saw with last year’s seasonal flu drifting and mis-
matched strains can happen with other influenza strains that can 
cause even deadlier pandemics. And obviously, the pandemic we ex-
perienced in 2009 with the H1N1 killed, as I have been told, 18,000 
Americans and most people don’t realize that. And if we think 
about that, we weren’t prepared for that threat then and thousands 
of Americans lost their lives. 

I am very proud to be working on some bipartisan legislation 
with my colleague, Congresswoman Eshoo, who has been a leader 
in this space, and other colleagues on this committee to improve 
our biodefense enterprise. 

H.R. 3299, the Strengthening Public Health Emergency Response 
Act, would improve the medical countermeasure development proc-
ess, would provide new incentives for the development of these live- 
saving countermeasures and would strengthen our public health re-
sponse capabilities. 

And so, Dr. Robinson, in part because of this legislation, my 
questions are going to be directed primarily to you because obvi-
ously, it is the job of Congress to ensure that BARDA is doing, and 
I thank you, all of you for your work, but BARDA is doing every-
thing it can to develop those medical countermeasures as quickly 
and as effectively as possible for pandemic outbreaks, and in the 
spirit of the focus today for pandemic influenza. 

But I am going to ask you and maybe because I am a lawyer, 
I have some very specific questions I would like your answers to 
and I understand we have a former colleague on the committee, 
Congressman Dingell. A series of simple yes or no questions. I 
would like to ask you because they are relevant to the types of 
issues that we have identified in H.R. 3299. And if you wouldn’t 
mind just giving me a yes or no and we can get into further discus-
sion a bit later. 

Do you believe that additional incentives are needed to get the 
private sector more involved in this risky, time-consuming, and 
costly endeavor of developing medical countermeasures? 

Dr. ROBINSON. Yes. 
Mrs. BROOKS. Thank you. Do you believe that the creation of the 

priority review voucher limited to the 12 material threats identified 
by the Department of Homeland Security already, would be a use-
ful incentive to get the private sector interested in medical counter-
measure development? 

Dr. ROBINSON. Yes. 
Mrs. BROOKS. Did Congress give BARDA a unique national secu-

rity mission, something no other agency in HHS has currently? 
Dr. ROBINSON. Yes. 

VerDate Mar 15 2010 09:55 Sep 15, 2016 Jkt 037690 PO 00000 Frm 00070 Fmt 6633 Sfmt 6633 F:\114THCONGRESS\114X102FLUPREPMORESCANS091416\114X102FLUPREPPENDIN



67 

Mrs. BROOKS. When Congress gave BARDA this unique mission, 
was BARDA also provided with unique contracting authority? 

Dr. ROBINSON. Originally, yes. 
Mrs. BROOKS. And do you believe it would be helpful to further 

expedite the medical countermeasures contracting process, to expe-
dite that contracting process? 

Dr. ROBINSON. We always look for ways to expedite. 
Mrs. BROOKS. Thank you. And would it be helpful for you to have 

direct control over BARDA’s advanced development and procure-
ment contracts for medical countermeasures? Would that be help-
ful, yes or no? 

Dr. ROBINSON. It would be helpful, anything that we can do to 
expedite, yes. 

Mrs. BROOKS. OK. Thank you. And I understand that it has 
changed over time from its origin from when BARDA was created, 
but that is the basis and part of what Congresswoman Eshoo and 
my work is designed to do. And I would really like to ask all of you 
and Governor Ridge and Senator Lieberman have just released this 
incredible report, multiple recommendations. Can you talk to us, 
starting with you Dr. Robinson, whatever time I have left, in what 
more we can be doing as a Government to build up a robust, do-
mestic production capability? 

Dr. ROBINSON. Thank you for that question. I will answer briefly, 
but I can talk for hours on this. 

Mrs. BROOKS. And we will at another time then. 
Dr. ROBINSON. At this point, we need to continue the mission 

that we set out to do and that is to go forward with the early devel-
opment that NIH does and advanced development that BARDA 
does to actually have those products available, not just for man- 
made threats and pandemic influenza, but emerging infectious dis-
eases which Ebola showed it could be either one. 

Secondly, where we can’t stockpile, we need to do so. But in other 
instances, we need to have emergency response capabilities when 
we can’t stockpile to actually have those available and have those 
capabilities of those technologies and many of those platform tech-
nologies going forward. We have made great strides with FDA 
being able to move us forward quickly and be able to have abso-
lutely the regulatory capability to do that. I think we can do more 
though and they need to be funded to provide that capability going 
forward. 

Mrs. BROOKS. Thank you. And thank you all very much for your 
work. I yield back. 

Mr. MURPHY. The gentlelady yields back. I now recognize the 
gentleman from Virginia, Mr. Griffith, for 5 minutes. 

Mr. GRIFFITH. Thank you very much, Mr. Chairman. In 2014, the 
Centers for Disease Control and Prevention Advisory Committee 
for Immunization Practices, ACIP, updated its adult vaccine sched-
ule to recommend that older adults get a pneumococcal vaccine in 
conjunction with routine influenza immunization with a routine in-
fluenza immunization and a follow-up pneumococcal vaccine within 
6 months. 

When the recommendations were published, primary care physi-
cians expressed some concern about the logistics of these rec-
ommendations and about Medicare reimbursement. Since that 
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time, the Centers for Medicare and Medicaid Services announced 
it would cover the second pneumococcal vaccine. 

Dr. Schuchat, can you update us on these new recommendations 
and what CDC has done to work with primary care physicians on 
addressing their concerns and confusion? 

Dr. SCHUCHAT. Thank you so much. The pneumococcal conjugate 
vaccine that targets 13 types was recommended initially by ACIP 
for everybody 65 and over in addition to the earlier polysaccharide 
vaccine, the 23-valent type, that we also have recommended for ev-
erybody 65 and over. 

The summer of 2014—sorry, the summer of 2015, we updated 
those recommendations to simplify them because we had heard 
about the confusion that primary care physicians had and we 
changed them to make them simpler so that you get one pneumo-
coccal conjugate vaccine when you turn 65 or later and the second 
one a year or more later. 

CMS does cover two doses of pneumococcal vaccines and it 
doesn’t matter which one comes first, but we regularly recommend 
getting a conjugate first. It is very important for seniors who are 
often hospitalized and can die and it is particularly important in 
influenza season because pneumococcal pneumonia frequently fol-
lows flu. So we recommend everybody 65 and over get an annual 
flu shot, and get an pneumococcal vaccine, the conjugate one, fol-
lowed a year or more later by the 21-valent polysaccharide. 

Mr. GRIFFITH. Also when ACIP makes its recommendations, does 
it consider how to ensure uptake is as efficient and streamlined as 
possible? 

Dr. SCHUCHAT. It is a very important part of the recommenda-
tions. We have practitioners and public health experts who are 
members of the ACIP and we work closely with partners to imple-
ment the ACIP recommendations and make it easier for people to 
protect themselves and their families. So we work very closely with 
the American College of Physicians, the American Academy of 
Family Physicians and so forth to really make sure that it is easy 
to get a vaccine and to protect yourself and your family. 

Mr. GRIFFITH. OK. According to the CDC’s estimates, four in ten 
seniors are not vaccinated for pneumonia, meanwhile flu vaccina-
tion rates have not significantly increased for seniors in the last 15 
years. How is CDC working with the internal medicine physicians 
and family physicians to improve vaccination rates among seniors 
and ensure seniors get the recommended flu and pneumococcal vac-
cines when appropriate? 

Dr. SCHUCHAT. You know, one of the challenges with adults is 
that they still think vaccines are for kids and so both providers for 
adults, as well as adults themselves, often don’t recognize that vac-
cines can be lifesaving for all of us. 

In addition to working with the clinical community, CDC works 
closely with the private sector and you know, everybody has seen 
pharmacies and chain stores really take up providing vaccines. 
There are now better insurance efforts that mean everybody has 
access to recommended vaccines with no copay, no deductible, as 
long as they are vaccinated in an in-network provide and there are 
public insurers that cover the vaccine. 
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The good thing for 65-year-olds and over is that Medicare cov-
erage is very good for the pneumococcal and the flu vaccine. 

Mr. GRIFFITH. Well, I appreciate those answers. Appreciate you 
all being here. 

Mr. Chairman, I appreciate you holding this hearing and I would 
say that while I was not in the room and I apologize for that I was 
trying to do a couple of things at the same time. I was listening 
to some of the testimony earlier and I have some of the same con-
cerns that Ms. DeGette has in regard to egg-produced vaccines. So 
just note that she is not the only voice up here that is concerned 
about that issue. 

Mrs. BROOKS. Would the gentleman yield the balance of his time? 
Mr. GRIFFITH. Yes. 
Mrs. BROOKS. Thank you. I have a very brief question, a follow- 

up question for Dr. Robinson. Can you share with me what is the 
status of the 2005 HHS pandemic preparedness plan and has it 
been updated since it was issued by Bush administration? 

Dr. ROBINSON. Yes, fortunately, the Department is in a very stri-
dent effort right now to update that. We expect that it will be 
available at the end of next summer. The entire Department rep-
resented here and others are actively working on that, using that 
pandemic plan and the National Strategic Plan as a base and then 
go forward with that and have combined a number of different ef-
forts that have been going on for a number of years to funnel it 
towards that plan. 

Mrs. BROOKS. Thank you. I yield back. 
Mr. MURPHY. Ms. DeGette, I am going to re-recognize you for fol-

lowup. 
Ms. DEGETTE. Thank you, Mr. Chairman. I don’t really have 

questions. I just want to say that I recognize that we have come 
a long way and I appreciate the efforts of all of the agencies, but 
I am still concerned about some of the market forces that we had 
discussed during my questioning. I am concerned that those mar-
ket forces are really keeping us stuck in some old ways of thinking, 
and I think that probably all of us would like to work with the 
agencies to figure out how to update that so that we can be in the 
21st century. And that is my main goal. 

And Mr. Chairman, I really thank you for holding this hearing. 
I think it is something we should do every year about this same 
time. And I encourage all of you to continue your good work, both 
on the seasonal flu vaccinations and readiness and also on the 
longer-term issues around pandemic flu. Thank you, Mr. Chair-
man. 

Mr. MURPHY. Thank you. I just have a followup to a couple of 
things that Mr. Griffith and Ms. Brooks said here. So when you are 
talking about seniors then is the vaccine less effective for seniors? 
And if so, why? 

Dr. SCHUCHAT. Many vaccines are less effective in seniors than 
in younger people. The influenza vaccine is often less effective in 
seniors. There have been a lot of efforts to try to overcome that. 
We think about it as senescence of the immune system and it is 
particularly worse in the very elderly. So both influenza vaccines 
and pneumococcal vaccines work less well in the elderly than they 
work in younger populations. That said, getting vaccinated is the 
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best way to protect yourself. And so we recommend everybody 65 
and over be vaccinated against the pneumonia with the pneumo-
coccal vaccines. And we recommend everybody, 6 months and over 
get an annual flu vaccination. 

Mr. MURPHY. So finally, I would ask each person is the flu vac-
cine less effective against H3N2 flu strain compared to other 
strains targeted by the vaccine? Does anybody have any comments 
on that? 

Dr. SCHUCHAT. The review of vaccine effectiveness data from the 
past decade provides us some clues that on average the vaccines 
that we are using are less effective against the H3N2 strains, even 
in years where there is a reasonably good match. On the other 
hand, we still see efficacy most years, not all, but most years and 
we strongly recommend people get vaccinated. 

At this time of year, we don’t know what strain is going to domi-
nate and how well the vaccine is going to work, but we do know 
that being vaccinated protects you substantially compared to not 
being vaccinated. 

Mr. MURPHY. Thank you. Anyone else want to comment on that? 
Then let me also echo what some of the Members have said here, 
because these hearings have been going on for a decade. And we 
want to see that your agencies are updating also their scientific ap-
proach to this, not only trying to guess what the next nasty bug 
is going to be coming around, and trying to predict that, develop 
a vaccine, and find out that it mutates faster than we can manufac-
ture them. 

But do we need different scientific designs on that? 
I hope that when we approach this again in the coming months, 

first of all, I hope that this is more accurate for this year’s vaccine. 
We hope people get it. We hope people eat right, rest right, and ex-
ercise so the person won’t work on a person that is weak and sickly 
anyways or less effective. But we want to be able to come back and 
say lessons learned, lessons applied much more effective and I 
thank you all for your testimony today. We really appreciate you 
being here today, and with that—I might want to add here that I 
ask unanimous that the correspondence between the committee 
and HHS, CDC, BARDA, NIH, as well as HHS’s May 6th memo-
randum be introduced into the record. 

[The information appears at the conclusion of the hearing.] 
Mr. MURPHY. And without objection, the documents be entered 

into the record. 
We ask also that, as you receive questions, you respond back to 

the committee quickly. Members have 10 business days to submit 
those questions to the record. And with that, I now adjourn this 
hearing. Thank you. 

[Whereupon, at 12:06 p.m., the subcommittee was adjourned.] 
[Material submitted for inclusion in the record follows:] 

PREPARED STATEMENT OF HON. FRED UPTON 

Continuing our longstanding efforts on flu preparedness, today’s discussion fol-
lows up our hearing last February that focused on a very harsh flu season with a 
mismatched vaccine that had an overall effectiveness of only 19 percent. Although 
the official statistics for last flu season are not available yet, in such a severe flu 
season, we would see up to 50,000 deaths, more than 400,000 hospitalizations, and 
an economic burden of about $87 billion. I, like others on this subcommittee, ex-
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pressed my belief at that February hearing that we can—and must—do better in 
addressing this major public health threat to protect folks in Michigan and across 
the country. 

Earlier this year, the World Health Organization (WHO) warned that flu strains 
have grown increasingly complex, and have been distributed broadly across the 
globe. This diversity and geographic distribution is unprecedented since the advent 
of modern tools for flu virus detection and analysis. Last year’s poorly matched sea-
sonal flu vaccine and the bird flu H5 viruses that killed millions of birds in the Mid-
western U.S. earlier this year are the most recent examples of this complexity. The 
WHO cautioned that the consequences of so many flu viruses emerging are ‘‘unpre-
dictable’’ and ‘‘potentially ominous.’’ 

Since the February hearing, our committee has been conducting bipartisan over-
sight into how to improve the U.S. public health response on seasonal flu and the 
adequacy of HHS efforts in monitoring the impacts of the bird flu outbreak. I am 
pleased to learn that Secretary Burwell and HHS leadership have made the re-
sponse to seasonal flu vaccine mismatch a greater priority, and that HHS has been 
working throughout the year on various actions to improve seasonal flu prepared-
ness. I look forward to discussing the details about these actions, and how they are 
expected to improve the response. 

Flu is a major public health challenge. The actions from HHS and its agencies 
are a good start. We recognize, however, that much work needs to be done. We will 
also be asking questions to make sure our preparedness efforts are addressing all 
potential problems and gaps. Our discussion today is aimed at being constructive, 
and detailing ways we can work with HHS to improve our flu response to save thou-
sands of lives. 

I appreciate the hard work and dedication of the folks at HHS, the CDC, the FDA, 
BARDA, and the NIH on flu preparedness. I look forward to today’s testimony, and 
continuing the work to improve the U.S. flu response. Our collective efforts are 
about keeping Americans healthy during the flu season. From babies who are 6 
months old to the elderly, and everyone in between, folks in Michigan and across 
the country should have the peace of mind and faith that their flu shot will keep 
them healthy. Our bipartisan work continues. 
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